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Notanswered 
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Which of the following is NOT a principle of the Personal Information Protection and Electronic Documents 
Act (PIPEDA) for the protection of personal information? 


Select one: 
Challenging compliance * 
Accessibility 
Individual access * 


Accuracy X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the principles of the Personal Information Protection and Electronic Documents Act. 


BACKGROUND: 


The Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that encourages 
personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector companies 
(e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 


PIPEDA does not differentiate between adults and children. The Office of the Privacy Commissioner of 
Canada (OPC) views personal information relating to youth and children as being of particular sensitivity. One 
tip provided by OPC suggests that in all but exceptional cases, consent for the collection, use, and disclosure 
of personal information of children under the age of 13, must be obtained from their parents or guardians. 
Consent guidelines may vary provincially as well, In general, if the young person is capable of making his or 
her own decisions about disclosing personal health information, then his or her rights should be respected. 
There are cases where personal health information can be disclosed. Examples of these include when a police 
officer presents with a warrant or court order, during risk of immediate harm to others or to self, if it is in the 
patient's best interest and amongst healthcare professionals within the patient's circle of care to provide 
optimal care. 


Schedule 1 of PIPEDA lists 10 principles adopted from the Canadian Standards Association Model Code for 
the Protection of Personal Information. These principles are: 


1. Accountability 

2. Identifying Purposes 

3. Consent 

4, Limiting Collection 

5. Limiting Use, Disclosure, and Retention 
6. Accuracy 

7. Safeguards 

8. Openness 

9. Individual Access 


10. Challenging Compliance 


RATIONALE: 
Correct Answer: 


* Accessibility - Accessibility is not a principle of PIPEDA. 


Incorrect Answers: 


Question #: 2 


10: 52001 
Notanswered 


Y Fiag question 


* Challenging compliance - Challenging compliance is principle 10 of PIPEDA. 
* Individual access - Individual access is principle 9 of PIPEDA. 


* Accuracy - Accuracy is principle 6 of PIPEDA. 


TAKEAWAY/KEY POINTS: 


The 10 principles that govern the protection of personal health information are accountability, identifying 
purposes, consent, limiting collection, limiting use, disclosure and retention, accuracy, safeguards, openness, 
individual access, and challenging compliance. 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada. https://laws-lois,ustice.gc.ca/eng/acts/P-8.6/index.html. 


[2] Justice Laws Website. Principles Set Out in the National Standard of Canada Entitles Model Code for the 
Protection of Personal Information, CAN/CSA-Q830-96. Government of Canada. https://laws- 
lois,justice.gc.ca/ENG/ACTS/P-8.6/page-7.html#h-417659. 


[3] Ontario College of Pharmacists. Releasing Personal Health Information. http://www.ocpinfo.com/practice- 
education/practice-tools/fact-sheets/personal-health-info/. 


The correct answer is: Accessibility 


Which of the following is NOT a principle of the Personal Information Protection and Electronic Documents 
Act (PIPEDA)? 


Select one: 
Safeguards * 
Continuity Y 
Limiting collection * 


Openness X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the 10 principles of the Personal Information Protection and Electronic Documents Act 
(PIPEDA) for the protection of personal information. 


BACKGROUND: 


Acts are laws created and modified which explain the scope of practice of practitioners. Controlled Drugs and 
Substances Act (CDSA) is Canada’s federal legislation that regulates the import, export, production, 
distribution, and use of substances that can alter mental processes and produce harm when distributed 
without supervision. Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that 
encourages personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector 
companies (e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 
The Privacy Act is a federal act that protects the privacy of individuals held by a government institution. Food 
and Drugs Act (F&DA) is Canada's federal legislation that regulates the production, import, export, transport, 
and sale of food, drugs, medical devices, and cosmetics. Personal Health Information Protection Act (PHIPA) 
is Ontario's health-specific privacy legislation that came into force on November 1, 2004. PHIPA governs the 
manner in which personal health information may be collected, used, and disclosed within the health sector. 
The federal government has deemed PHIPA to be "substantially similar" to PIPEDA and therefore, it takes 
effect in Ontario. 


PIPEDA does not differentiate between adults and children. The Office of the Privacy Commissioner of 
Canada (OPC) views personal information relating to youth and children as being of particular sensitivity, 
especially the younger they are. One tip provided by OPC suggests that in all but exceptional cases, consent 
for the collection, use, and disclosure of personal information of children under the age of 13, must be 
obtained from their parents or guardians. Consent guidelines may vary provincially as well. In general, if the 
young person is capable of making his or her own decisions about the disclosure of personal health 
information, then his or her right should be respected. There are cases where personal health information can 
be disclosed. Examples of these include when a police officer presents with a warrant or court order, during 
risk of immediate harm to others or to self, if it is in the patient's best interest and amongst healthcare 
professionals within the patient's circle of care to provide optimal care. 


Schedule 1 of PIPEDA lists 10 principles adopted from the Canadian Standards Association Model Code for 
the Protection of Personal Information. These principles are: 


1. Accountability 
2. Identifying Purposes 

3. Consent 

4. Limiting Collection 

5. Limiting Use, Disclosure, and Retention 
6. Accuracy 

7. Safeguards 

8. Openness 

9. Individual Access 

10. Challenging Compliance 


Question #: 3 


1D: 53016 
Notanswered 


Fag 


KAIIUNALt: 
Correct Answer: 


* Continuity - Continuity is not a principle of PIPEDA. 


Incorrect Answers: 
* Safeguards - Safeguards is principle 7 of PIPEDA. 
* Limiting collection - Limiting collection is principle 4 of PIPEDA. 


* Openness - Openness is principle 8 of PIPEDA. 


TAKEAWAY/KEY POINTS: 


The 10 principles that govern the protection of personal health information are accountability, identifying 
purposes, consent, limiting collection, limiting use, disclosure and retention, accuracy, safeguards, openness, 
individual access, and challenging compliance. 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada, https://laws-lois,ustice.gc.ca/eng/acts/P-8.6/index.html. 

[2] Justice Laws Website. Principles Set Out in the National Standard of Canada Entitles Model Code for the 
Protection of Personal Information, CAN/CSA-0830-96, Government of Canada. https;//laws- 
lois,justice.gc.ca/eng/acts/P-8.6/page-11.html#h-417659. 

BB] Ontario College of Pharmacists. Releasing Personal Health Information. http://www.ocpinfo.com/practice- 
education/practice-tools/fact-sheets/personal-health-info/. 


The correct answer is: Continuity 


Which of the following is NOT true regarding the manufacturing and compounding of drugs and drug 
products? 


Select one: 
Manufacturing and compounding are regulated federally 
Manufactured drugs will receive a Drug Identification Number (DIN) from Health Canada ® 
Manufacturing requires a Drug Establishment License % 


A drug product cannot be compounded if it is commercially available X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the differences between compounding and manufacturing of drugs. 


BACKGROUND: 


Food and Drugs Act (F&DA) is Canada’s federal legislation that regulates the production, import, export, 
transport, and sale of food, drugs, medical devices, and cosmetics. Health Canada regulates the process of 
approving a drug for production and sale in Canada under the Food and Drug Regulations (describe 
regulatory requirements for manufacturers of drug products). Once a product is approved by Health Canada, 
it is given a Drug Identification Number (DIN) which means the drug can be sold in Canada. The distribution 
of drugs is established by a Drug Establishment Licence (DEL) from Health Canada. The DEL allows activities 
such as manufacturing drugs, packaging and labeling products, testing drugs, distributing drugs, and 
importing or wholesaling drugs. 


The compounding and manufacturing of drugs are two different processes. Compounding drugs is regulated 
provincially whereas manufacturing is regulated federally. In a pharmacy, compounding is done when a 
prescription is received and there is no commercially available product to fulfill the prescription and provide 
patient care. A DIN and DEL are not required for compounded products. 


RATIONALE: 
Correct Answer: 


e Manufacturing and compounding are regulated federally - The compounding of a drug is 
regulated by each province, not federally. 


Incorrect Answers: 


* Manufactured drugs will receive a Drug Identification Number (DIN) from Health Canada - 
Manufactured drugs require a DIN, compounded drugs do not. 


* Manufacturing requires a Drug Establishment License - In order to manufacture a drug, a company 
must receive a Drug Establishment License 


+ A drug product cannot be compounded if it is commercially available - Compounding is not 
supposed to replace drug manufacturing, itis only intended to provide drug products that are not 
otherwise obtainable by a patient to suit their needs. 


Question #: 4 


1D: 52980 
Not answered 


Flag question 


TAKEAWAY/KEY POINTS: 


Compounding drugs is regulated provincially, does not require a DIN or DEL, and is done when commercially 
available products are not available to meet the needs of the patient. 


REFERENCE: 


[1] Ontario College of Pharmacists. Food and Drugs Act e-Learning Module. 
http://www.ocpinfo.com/registration/training-exams/jp-exam/jp-resources/e-learning-modules/fda/. 


The correct answer is: Manufacturing and compounding are regulated federally 


THE NEXT 3 QUESTIONS INCLUSIVE REFER TO THE FOLLOWING CASE: 


A physician calls with a prescription for your 35 year old patient, ES. The prescription is for a tablet 
containing codeine 15mg with acetaminophen 300mg and caffeine 15mg. The practitioner is well 
known to you as being a licensed physician in your jurisdiction and does not have any notices against 
them. 


Which of the following is NOT true? 


Select one: 
This drug product can be prescribed verbally. % 


Before dispensing, you will need to make a record of the name, strength, and quantity of the x 
narcotic being prescribed, 


This drug product does not require a prescription to be sold Y 


The address of the practitioner is needed for this prescription before it can be dispensed * 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand what is required for the prescribing of narcotic preparations. 


BACKGROUND: 


Prescriptions for narcotics are regulated by the federal government as part of the Controlled Drugs and 
Substances Act (CDSA) and its regulations. The prescription requirements for narcotic products differ 
depending on various factors, including: 


+ how many different narcotic drugs are in the product, 
© which narcotic drugs are in the product, 
e how many non-narcotic medicinal ingredients are in the product, and 


e what the product's route of administration is. 


Depending on these factors, some drug products may be classified as "verbal prescription narcotics", which 
means that they can be prescribed verbally. The Narcotic Control Regulations (NCR) define verbal 
prescription narcotics as products that: 


* contain one narcotic drug with two or more non-narcotic medicinal ingredients; 
+ do not contain heroin, hydrocodone, methadone, oxycodone, or pentazocine; and 


* are not to be administered parenterally. 


The term “narcotic preparation” is sometimes used to refer to verbal prescription narcotics. Upon dispensing 
such a product, the pharmacist must make a written record of the following 


(a) the name and address of the person named therein; 

(b) in accordance with the manner in which it is specified in the prescription, the name and quantity of such 
oral prescription narcotic or the narcotic and the other medicinal ingredients therein; 

(© the directions for use given therewith; 

(d) the name, initials, and address of the practitioner who issued the order or prescription; 

(e) the name or initials of the pharmacist who dispensed such oral prescription narcoti 
(f) the date on which such oral prescription narcotic was sold or provided; and 

(g) the number assigned to the order or prescription. 


RATIONALE: 
Correct Answer: 


* This drug product does not require a prescription to be sold - This product contains more than 8 
mg of codeine and so needs a prescription. 


Incorrect Answers: 


Question #: 5 


1D: 52993 
Notanswered 


Flag question 


Send Feedback 


iy uruy pruut tan BE prescriveu verwally. ~ VEVA! PIESUIPUYNS May VE @LLEpLEU IUI Ua 
product because it is a narcotic preparation. 


* Before dispensing, you will need to make a record of the name, strength, and quantity of the 
narcotic being prescribed. - This is one of several items which the dispensing pharmacist must make 
a record of before dispensing the prescription. 


* The address of the practitioner is needed for this prescription before it can be dispensed - This is 
one of several items which the dispensing pharmacist must keep a record of before dispensing the 
prescription. 


TAKEAWAY/KEY POINTS: 


A written record of many items is required when taking a verbal narcotic preparation prescription as 
indicated above. 


REFERENCE: 


[1] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
loisjustice.gc.ca/eng/regulations/C.R.C._c._1041/FullText.html. 


[2] Ontario College of Pharmacists. CDSA & NSAA e-Learning Module. 
http://www.ocpinfo.com/registration/training-exams/jp-exam/jp-resources/e-learning-modules/cdsa- 
module/. 


[3] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
http://www.ocpinfo.com/library/practice- 
related/download/Prescription%20Regulation%20Summary%20Chart%20(Summary%200f%20Laws) pdf. 


The correct answer is: This drug product does not require a prescription to be sold 


Per the Narcotic Control Regulations (NCR), which of the following does NOT need to be included in the 
written record of this verbal order? 


Select one: 
The patient's address * 
The name and quantity of the non-narcotic medicinal ingredients in the product or preparation % 
The registration number of the pharmacist Y 


The date on which the prescription narcotic was sold or provided % 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand what is required for a verbal narcotic preparation written record. 


BACKGROUND: 


Prescriptions for narcotics are regulated by the federal government as part of the Controlled Drugs and 
Substances Act (CDSA) and its regulations. The prescription requirements for narcotic products differ 
depending on various factors, including: 


* how many different narcotic drugs are in the product, 
e which narcotic drugs are in the product, 
* how many non-narcotic medicinal ingredients are in the product, and 


e what the product's route of administration is. 


Depending on these factors, some drug products may be classified as "verbal prescription narcotics", which 
means that they can be prescribed verbally. The Narcotic Control Regulations (NCR) define verbal 
prescription narcotics as products that: 


© contain one narcotic drug with two or more non-narcotic medicinal ingredients; 
* do not contain heroin, hydrocodone, methadone, oxycodone or pentazocine; and 


* are not to be administered parenterally. 


The term “narcotic preparation” is sometimes used to refer to verbal prescription narcotics. Upon dispensing 
such a product, the pharmacist must make a written record of the following 


(a) the name and address of the person named therein; 


(b) in accordance with the manner in which it is specified in the prescription, the name and quantity of such 
oral prescription narcotic or the narcotic and the other medicinal ingredients therein; 


(© the directions for use given therewith; 

(d) the name, initials, and address of the practitioner who issued the order or prescription; 
(€) the name or initials of the pharmacist who dispensed such oral prescription narcotic; 
(f) the date on which such oral prescription narcotic was sold or provided; and 

(g) the number assigned to the order or prescription. 


RATIONALE: 
Correct Answer: 


+ The registration number of the pharmacist - The NCR does not require the pharmacist's 
registration number to be recorded for verbal narcotic preparations. 


Incorrect Answers: 


© The patient's address - In order for it to be filled, the pharmacist must record the patient's address 
when accepting a verbal order for a verbal narcotic preparation. 


The name and quantity of the non-narcotic medicinal ingredients in the product or preparation 
- In order for it to be filled, the pharmacist must record the name and quantity of all medicinal 
ingredients, including non-narcotic medicinal ingredients, when accepting a verbal order for a verbal 
prescription narcotic. 


The date on which the prescription narcotic was sold or provided - In order for it to be filled, the 
pharmacist must record the date on which the verbal prescription is being dispensed. 


TAKEAWAY/KEY POINTS: 


The NCR outlines many criteria required for documentation when taking a verbal narcotic preparation 
prescription as indicated above. Pharmacists’ registration number is not required. 


REFERENCE: 


[1] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
lois,justice.gc.ca/eng/regulations/CR.C._c. 1041/FullText.html. 
[2] Ontario College of Pharmacists. CDSA & NSAA e-Learning Module. 


http://www.ocpinfo.com/registration/training-exams/jp-exam/jp-resources/e-learning-modules/cdsa- 
module/. 


[3] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
http://www.ocpinfo.com/library/practice- 
related/download/Prescription920Regulation%20Summary%20Chart%20(Summary%2001%20Laws).pdf. 


The correct answer is: The registration number of the pharmacist 


Question #: 6 
1D: 52995 Per the Narcotic Control Regulations (NCR), which of the following is NOT permitted? 
Notanswered 
Flag question Select one: 


{sera Feecoack Reporting the theft of a narcotic one week after it was discovered by the pharmacist% 


Reporting the theft of a narcotic one month after it was discovered by the pharmacist Y 
Provide specified narcotic quantity to another pharmacist for emergency purposes % 


Filing narcotic prescriptions separately from prescriptions for non-narcotics X 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To be familiar with what is and is not permitted by the Narcotic Control Regulations (NCR). 


BACKGROUND: 


Various pieces of provincial and federal legislation, along with their respective regulations, limit the 
production, possession, and distribution of narcotic drugs. The Narcotic Control Regulations outline the main 
federal regulations arising from the Controlled Drugs and Substances Act. Familiarity with these regulations is 
essential for pharmacists as it is what permits them to dispense narcotics. 


Some instances include reporting theft or loss of narcotics within 10 days of discovery to the ministry under 
section 42, a pharmacist transferring narcotics to another pharmacist for emergency purposes if the 
requesting pharmacist submits a signed and dated written order to the supplying pharmacist which includes 
the name and quantity of the narcotic to be transferred (under section 45) and filing narcotic prescriptions 
separately from non-narcotic prescriptions under section 40. 


RATIONALE: 
Correct Answer: 
* Reporting the theft of a narcotic one month after it was discovered by the pharmacist - Theft or 


loss of narcotics should be reported within 10 days of discovery to the Ministry (under section 42 of 
the NCR). 


Incorrect Answers: 


* Reporting the theft of a narcotic one week after it was discovered by the pharmacist - This is 
permitted under section 42 of the NCR. 


* Provide specified narcotic quantity to another pharmacist for emergency purposes - This is 
permitted under section 45 of the NCR. 


Question #: 7 


1D: 52944 
Notanswered 


Flag question 


e Filing narcotic prescriptions separately from prescriptions for non-narcotics - This is permitted 
and is, in fact, required under section 40 of the NCR. 


TAKEAWAY/KEY POINTS: 
Theft or loss of narcotics should be reported by a pharmacist within 10 days of discovery. 


REFERENCE: 


[1] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
lois,justice.gc.ca/eng/regulations/CR.C._c_ 1041/FullText.html. 

[2] Ontario College of Pharmacists. CDSA & NSAA e-Learning Module. 
http://www.ocpinfo.com/registration/training-exams/jp-exam/jp-resources/2-learning-modules/cdsa- 
module/. 

[3] Ontario College of Pharmacists. Prescription Regulation Summary Chart. 
http://www.ocpinfo.com/library/practice- 
related/download/Prescription%20Regulation%20Summary%20Chart%20(Summary%200f%20Laws).pdf. 


The correct answer is: Reporting the theft of a narcotic one month after it was discovered by the pharmacist 


GH is a pharmacist and pharmacy owner who recently attended a conference on cardiovascular drugs 
with new and novel in tions. The conference had a display area with several booths dedicated to 
wholesalers and pharmaceutical companies. As GH was leaving on the final day of the conference, he 
received a gift bag. Upon inspection at home, he saw samples of some of the medications with new 
indications. 


Which of the following statements about the distribution of drug samples is true? 


Select one: 


a. Drug samples can be distributed from pharmaceutical companies to physicians only % 


b. A sample of a prescription medication must meet the regulations outlined in the Food and {v 
Drugs Act 


¢. A drug sample can only be a drug found in the Prescription Drug List (PDL) * 


d. ‘A pharmacist can charge a professional fee for distributing a non-prescription sample % 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To understand the federal laws that govern pharmacy practice, 


BACKGROUND: 


Drug samples are small quantities of a medication given to pharmacists and practitioners for free by 
pharmaceutical companies. Pharmacists may dispense sample medications if patients are informed the 
medications they are receiving are samples. Pharmacists should not charge for the cost of the medication, 
but they may charge a professional fee for clinical review and counselling. The pharmacist cannot charge a 
professional fee for samples of schedule lI, Ill, and unscheduled drugs that do not require further packaging. 
Schedule | medication samples, just like all other NAPRA schedule | drugs, require a prescription for sale and, 
therefore, must comply with the regulations of the Food and Drugs Act For schedule Il and Ill medication 
samples, prescriptions are not required 


RATIONALE: 
Correct Answer: 
* A sample of a prescription medication must meet the regulations outlined in the Food and 


Drugs Act - A prescription is required to distribute a drug sample of prescription medications; 
therefore, it must comply with the regulations outlined in the Food and Drugs Act. 


Incorrect Answers: 


* Drug samples can be distributed from pharmaceutical companies to physicians only - Drug 
samples can be distributed to pharmacists and practitioners. 


* A drug sample can only be a drug found in the Prescription Drug List (PDL) - A drug sample can 
be a Schedule |, Il or ill drug. 


* A pharmacist can charge a professional fee for distributing a non-prescription sample - A 
pharmacist cannot charge for distributing a non-prescription sample unless further packaging or 
labelling is required. 


TAKEAWAY/KEY POINTS: 


Drug samples are small quantities of a medication given to pharmacists and practitioners for free by 
pharmaceutical companies. 


REFERENCE: 


Question #: 8 


1D: 53024 
Notanswered 
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Send Feedback 


[1] Government of Canada, Public Works and Government Services Canada, Public Services and Procurement 
Canada, Integrated Services Branch, Canada Gazette. Canada Gazette, Part 2, Volume 154, Number 9: 
Regulations amending the Food and Drug Regulations (Distribution of drugs as samples). 
https://gazette.gc.ca/rp-pr/p2/2020/2020-04-29/html/sor-dors74-eng.html. 


The correct answer is: A sample of a prescription medication must meet the regulations outlined in the Food 
and Drugs Act 


GC is a 54 year old male who comes into your clinic with a prescription for methadone. GC is not 
taking any other prescription drugs. The methadone is required for addiction treatment. 


According to federal regulations with respect to filling this prescription, all of the following statements are 
true, EXCEPT: 


Select one: 


An exemption from the Office of Controlled Substances (Health Canada) is not required forthe  % 
prescriber 


The prescription must be no more than 30 days old Y 
Prescription must be written and not verbal % 
The prescription must be signed and dated by the prescriber % 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the federal requirements for dispensing methadone. 


BACKGROUND: 


Drug withdrawal syndromes occur due to a reduction or cessation of a drug after a period of heavy and 
prolonged use, often leading to psychological and physical impairment. Opioid withdrawal syndrome (OWS) 
can occur within hours to days after reduction or discontinuation. Symptoms include dysphoric mood, nausea 
and vomiting, muscle aches, lacrimation or rhinorrhea, pupillary dilation, piloerection, sweating, diarrhea, 
yawning, fever, and insomnia. Although not fatal, these symptoms can have a great impact on a patient's 
ability to function in their social life and work. 


Patients who struggle to maintain abstinence, suffer opioid intoxication (which can be fatal), or have an 
opioid use disorder may benefit from methadone therapy. Methadone is an opioid agonist with a slow 
dissociation from opioid receptors and a long half-life which can aid patients in returning to function in 
society as well as minimize OWS, It is a schedule N drug regulated by the Narcotic Control Regulations in the 
Controlled Drugs and Substances Act. Therapy can be started at 5 - 30 mg once daily (depending on 
patients’ risk and opioid tolerance) and increased by 5 - 15 mg every 3-5 days. There is no maximum dose, 
however, typical maintenance doses are 60-120 mg once daily. Methadone is administered as a liquid mixed 
with a flavored juice powder to minimize tampering. Pharmacists sometimes ask the patient to open their 
mouth after taking the dose to ensure it has been swallowed. Side effects of methadone include sedation, 
hypotension, weight gain, nausea, vomiting, diarrhea, sweating, QTc prolongation, withdrawal symptoms and 
respiratory depression. 


In the past, doctors had to be exempt under section 56 of the Controlled Drugs and Substances Act (CDSA) 
via an application form to Health Canada before being able to prescribe methadone. However, as of May 
2018, physicians no longer require an exemption from section 56 of the CDSA to prescribe methadone. 
Pharmacists that are presented with methadone prescriptions are no longer required to verify with Health 
Canada that the prescribing doctor holds the valid exemption. 


Similar to narcotic drugs, prescriptions for methadone must be written as well as signed and dated by the 
prescriber. If the prescriber is unknown to the pharmacist, then the pharmacist must take reasonable steps to 
verify that the prescriber is authorized to write the prescription. Although methadone prescriptions don't 
have an expiry, pharmacists may use professional judgment before dispensing (e.g. checking with prescriber 
prior to dispensing) or may refuse to fill prescriptions that are in their judgment sufficiently old to require 
follow-up. 


RATIONALE: 
Correct Answer: 


* The prescription must be no more than 30 days old - A prescription does not expire unless it is for 
a benzodiazepine or other targeted substance. 


Incorrect Answers: 
+ An exemption from the Office of Controlled Substances (Health Canada) is not required for the 
prescriber - As of 2018, physicians no longer need to apply for an exemption through Health Canada 
to prescribe, administer, sell or provide methadone. 


* Prescription must be written and not verbal - A methadone prescription must be written (given in 
person or faxed) 


* The prescription must be signed and dated by the prescriber - The prescription must be signed 
and dated by the practitioner who wrote it. 


TAKEAWAY KEY POINTS: 
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Question #: 9 
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judgment prior to dispensing. 
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REFERENCE: 


[1] Ontario College of Pharmacists. Opioid Policy. http://www.ocpinfo.com/regulations-standards/policies- 
guidelines/opioid-policy/. 

[2] Justice Laws Website. Controlled Drugs and Substances Act. Government of Canada. https://laws- 
lois,justice.gc.ca/eng/acts/C-38.8/. 

[B] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
Ioisjustice.gc.ca/eng/regulations/C.R.C.,_c,_1041/FullText.html. 

[4] Methadone Program. Government of Canada. https://www.canada.ca/en/health-canada/services/health- 
concerns/controlled-substances-precursor-chemicals/exemptions/methadone-program.html. 


The correct answer is: The prescription must be no more than 30 days old 


Per the federal Narcotic Control Regulations (NCR), in which of the following could a pharmacist NOT sell or 
provide methadone? 


Select one: 


A pharmacist who has called your pharmacy asking for an emergency supply of methadone ¥ 


An employee of a hospital with a written order for an emergency supply of methadone signed and * 
dated by the pharmacist 


A faxed prescription from a physician's office to your pharmacy for an emergency dose for their 
patient 


A patient presents a written prescription for methadone, signed and dated by a family physician % 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 
To know to whom a pharmacist can and cannot provide and/or sell methadone. 


BACKGROUND: 


Drug withdrawal syndromes occur due to a reduction or cessation of a drug after a period of heavy and 
prolonged use, often leading to psychological and physical impairment, Opioid withdrawal syndrome (OWS) 
can occur within hours to days after reduction or discontinuation. Symptoms include dysphoric mood, nausea 
and vomiting, muscle aches, lactimation or rhinorrhea, pupillary dilation, piloerection, sweating, diarrhea, 
yawning, fever, and insomnia. Although not fatal, these symptoms can have a great impact on a patient's 
ability to function in their social life and work. 


Patients who struggle to maintain abstinence, suffer opioid intoxication (which can be fatal), or have an 
opioid use disorder may benefit from methadone therapy. Methadone is an opioid agonist with a slow 
dissociation from opioid receptors and a long half-life which can aid patients in returning to function in 
society as well as minimize OWS. It is a schedule N drug regulated by the Narcotic Control Regulations in the 
Controlled Drugs and Substances Act. Therapy can be started at 5 - 30 mg once daily (depending on 
patients’ risk and opioid tolerance) and increased by 5 - 15 mg every 3-5 days. There is no maximum dose, 
however, typical maintenance doses are 60-120 mg once daily. Methadone is administered as a liquid mixed 
with a flavored juice powder to minimize tampering. Pharmacists sometimes ask the patient to open their 
mouth after taking the dose to ensure it has been swallowed. Side effects of methadone include sedation, 
hypotension, weight gain, nausea, vomiting, diarrhea, sweating, QTc prolongation, withdrawal symptoms and 
respiratory depression. 


In the past, doctors had to be exempt under section 56 of the Controlled Drugs and Substances Act (CDSA) 
via an application form to Health Canada before being able to prescribe methadone. However, as of May 
2018, physicians no longer require an exemption from section 56 of the CDSA to prescribe methadone. 
Pharmacists that are presented with methadone prescriptions are no longer required to verify with Health 
Canada that the prescribing doctor holds the valid exemption. 


Similar to narcotic drugs, prescriptions for methadone must be written as well as signed and dated by the 
prescriber. If the prescriber is unknown to the pharmacist, then the pharmacist must take reasonable steps to 
verify that the prescriber is authorized to write the prescription. Although methadone prescriptions don't 
have an expiry, pharmacists may use professional judgment before dispensing (e.g. checking with prescriber 
prior to dispensing) or may refuse to fill prescriptions that are in their judgment sufficiently old to require 
follow-up. 


A pharmacist may, on receiving a written order for a narcotic: 

(@) return the narcotic to the licensed dealer who sold or provided it to the pharmacist, if the order is signed 
and dated by the licensed dealer; or 

(b) sell or provide to another pharmacist the quantity of the narcotic that is specified in the order as being 
required for emergency purposes, if the order is signed and dated by the other pharmacist. 


RATIONALE: 
Correct Answer: 
* A pharmacist who has called your pharmacy asking for an emergency supply of methadone - 


While pharmacists can sell or provide methadone to other pharmacists for emergency purposes, this 
cannot be done over the phone. 


Incorrect Answers: 


* An employee of a hospital with a written order for an emergency supply of methadone signed 
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and dated by the pharmacist - A pharmacist can sell methadone to the requesting pharmacy. 


* A faxed prescription from a physician's office to your pharmacy for an emergency dose for their 
patient - A pharmacist can provide methadone to this patient. 


* A patient presents a written prescription for methadone, signed and dated by a family 
physician - A pharmacist can provide methadone to this patient. 


TAKEAWAY KEY POINTS: 


Methadone is a straight narcotic and requires a written or faxed prescription for dispensing. Pharmacists can 
sell or provide methadone to another pharmacist for emergency purposes if the order is signed and dated by 
the other pharmacist and the exact quantity is specified. 


REFERENCE: 


[1] Ontario College of Pharmacists. Opioid Policy. http://www.ocpinfo.com/regulations-standards/policies- 
guidelines/opioid-policy/. 

[2] Justice Laws Website. Controlled Drugs and Substances Act. Government of Canada. https://laws- 
lois,justice.gc.ca/eng/acts/C-38.8/page-10.html#docCont. 

[B] Justice Laws Website. Narcotic Control Regulations. Government of Canada. https://laws- 
Ioisjustice.gc.ca/eng/regulations/C.R.C.,_c._1041/FullText.html. 


The correct answer is: A pharmacist who has called your pharmacy asking for an emergency supply of 
methadone 


Which of the following is NOT a principle of the Personal Information Protection and Electronic Documents 
Act (PIPEDA)? 


Select one: 
a. Accuracy% 
b. Openness X 
c. Consent% 


d. Fairness Y 


TOPIC: Federal Law 


LEARNING OBJECTIVE: 


To understand the 10 principles of the Personal Information Protection and Electronic Documents Act 
(PIPEDA) for the protection of personal information. 


BACKGROUND: 


Acts are laws created and modified which explain the scope of practice of practitioners. Controlled Drugs and 
Substances Act (CDSA) is Canada's federal legislation that regulates the import, export, production, 
distribution, and use of substances that can alter mental processes and produce harm when distributed 
without supervision. Personal Information Protection Electronic Documents Act (PIPEDA) is a federal act that 
encourages personal privacy, confidentiality, and access to information. PIPEDA applies to all private sector 
companies (e.g. healthcare corporations such as physician offices, pharmacies, and physiotherapist clinics). 
The Privacy Act is a federal act that protects the privacy of individuals held by a government institution. Food 
and Drugs Act (F&DA) is Canada’s federal legislation that regulates the production, import, export, transport, 
and sale of food, drugs, medical devices, and cosmetics. Personal Health Information Protection Act (PHIPA) 
is Ontario's health-specific privacy legislation that came into force on November 1, 2004. PHIPA governs the 
manner in which personal health information may be collected, used, and disclosed within the health sector. 
The federal government has deemed PHIPA to be “substantially similar’ to PIPEDA and therefore, it takes 
effect in Ontario. 


PIPEDA does not differentiate between adults and children. The Office of the Privacy Commissioner of 
Canada (OPC) views personal information relating to youth and children as being of particular sensitivity, 
especially the younger they are. One tip provided by OPC suggests that in all but exceptional cases, consent 
for the collection, use, and disclosure of personal information of children under the age of 13, must be 
obtained from their parents or guardians. Consent guidelines may vary provincially as well. In general, if the 
young person is capable of making his or her own decisions about the disclosure of personal health 
information, then his or her right should be respected. There are cases where personal health information can 
be disclosed. Examples of these include when a police officer presents with a warrant or court order, during 
risk of immediate harm to others or to self, if it is in the patient's best interest and amongst healthcare 
professionals within the patient's circle of care to provide optimal care 


Schedule 1 of PIPEDA lists 10 principles adopted from the Canadian Standards Association Model Code for 
the Protection of Personal Information. These principles are: 


1. Accountability 
2. Identifying Purposes 

3. Consent 

4. Limiting Collection 

5, Limiting Use, Disclosure, and Retention 


6. Accuracy 


7. Safeguards 
8. Openness 
9. Individual Access 


10. Challenging Compliance 
RATIONALE: 


Correct Answer: 


* Fairness - Fairness is not a principle of PIPEDA. 


Incorrect Answers: 
© Accuracy - Accuracy is principle 6 of PIPEDA. 
e Openness - Openness is principle 8 of PIPEDA. 
* Consent - Consent is principle 3 of PIPEDA. 


TAKEAWAY/KEY POINTS: 


The 10 principles that govern the protection of personal health information are accountability, identifying 
purposes, consent, limiting collection, limiting use, disclosure and retention, accuracy, safeguards, openness, 
individual access, and challenging compliance. 


REFERENCE: 


[1] Justice Laws Website. Personal Information Protection and Electronic Documents Act. Government of 
Canada, https://laws-lois,justice.gc.ca/eng/acts/P-8.6/index.html. 

[2] Justice Laws Website. Principles Set Out in the National Standard of Canada Entitles Model Code for the 
Protection of Personal Information, CAN/CSA-Q830-96. Government of Canada. https://laws- 

lois justice.gc.ca/eng/acts/P-8.6/page-11 html#h-417659. 

[3] Ontario College of Pharmacists. Releasing Personal Health Information. http://www.ocpinfo.com/practice- 
education/practice-tools/fact-sheets/personal-health-info/. 


The correct answer is: Fairness 
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